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1. General Information:

a. File Number:

b. Sponsor:

c. Established Name: =~
d. Proprietary Name:
€. Dosage Form:

f. How Supplied:

g. How Dispensed:

h. Amount of Active Ingredient:

1. Route of Administration:
J. Species/Class:

k. Recommended Dosage:

L Pharmacologmal Category

m. Indlcatlons

| Drug Iabeler code 600856
| moxidestin

- QUEST Gel

kk Anthelmmtlo e

NADA 141-087

~ Fort Dodge Animal Health -
Division of Wyeth =~
800 Fifth Street NW
'Fort Dodge Iowa §OSOl

Oral gel

Packaged in ready—to-use Sure-Dlal synnges Each v
syringe contains adequate QUEST Gel to treat one horse

 witha body weight of up to 1150 Ibs, or multlple horses B

and pomes with combmed body Welghts of 1 150 Ibs.

. % .

20 mg moxidectin / mL (2.0 % w/v)

Oral

Equine

The recommended dose level ls 0 4 mg mox1dect1n/kg
(2 2 163 body wei ght o

For the treatment and control of the followmg stages of
gastromtestlnal parasues of horses and ponles

Large strongyles o ‘
Strongylus vu[garzs (adults and L4/L5 artenal stages)

- Strongylus edentatus (adult and tissue stages)

T rzoa’ontophorus brévzcauda (adu]ts)
Trzodom‘ophorus serratus (adults)
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‘Small Strongyles (adults)

A NCyathostomum spp., including
Cyathostomum catmatun;z
Cyathostomum pateratum |

Cylicostephanus spp , iﬁdlu&ing'
Cylzcostephanus calicatus
Cylicostephanus goldz x
-Cylicostephanus Iongzbursatus R
Cylzcostephanus mmutus ’

,Cylzcocyclus spp mcludmg
Cyllcocyclus insigne
Cylzcocyclus [eptostomum
Cylicocycl, usr nassatus

"’Coronocyclus Spp., mclud g
Coronocyclu;s coronatus
Coronocyclus labiatus

Coronocyclus labratus

V /G)Aialowcmepha\ﬁlus ¢api2a(us -
Small‘S\:tfpngylLe\s: -
. Undifferentiated lumenal laryae

Encysted cya‘tl{bstugxﬁsszk L o
Late L3 and Ls mucosal cyathostome larvae

_ Ascarids:

Parascarzs equorum (adults and L4 larval stages)

meorms o :

: Oxyurzs equz - (adults and L4 larval stages)
wl “Fe

Halrworms

T rzchostrongylus axez - (adults)

Large-mouth stomach worms
Habronema muscae (adults)

M'Horse stomach bots:
Gasterophzlus intestinalis - (2nd and 3" instars) -
Gasterophzlus nasafzs 3“ 1nstars)

S Chre et et

One dose suppresSes strongyle egg productlon for 84 -
days

b
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n. Effect of Supplement:

-Also, the label descnptlons of the' currently—approved
‘small strongyle genera are bemg reV1sed to add included
species for which data aheady e};;sts in the NADA ﬁle

2. Effectiveness: :
The use of moxidectin gel for the treatment and control of C:oronoqycius labratus was
established in two dose ¢ nation studies. t s dy is's study #EQ-92- 2and
is described in the ¢ orig ree f Inform (Ft(ﬁ) summary for QUEST o
(moxidectin) Gel dated July 11, 19971 3 | stud: m iS
file, is study #0696-E-US- 06-00 and ibed in al FOI su mmary for
QUEST PLUS (moxidectin / praziquantel) Gel {1 May 14,
2003. In this second study, the’ effect o? the test substance on Coronocyclus labratus

bt 42 T S R,

was attributed to the mox1dect1n component

3. Target Animal Safety:

This approval does not affect thlstectgon of the s suxgmary Please refer to the ongmal: ‘
NADA 141-087 FOI summary dated July 11, 1997 and supplemental NADA 14~
087 FOI summary dated May 29,2005, .

4. Human Safety: 3 R

This drug is intended for use'in horses and ponles Wthh are non food ammals
Because this new animal drug is not intended for use in oo cing animals, data

on human safety pertammg to dmg reSIdues m foo were not requn'ed for approval of
this NADA. A

Human Warnings are provided on the product labeI as follo“ t for use m o
humans. Keep this and all other drugs out of the r 1 : ]50 1 tlngest If /
swallowed, induce vomiting. Wash hands and contammated skin’ wnh soap and
water. If accidental contact with eyes occurs, flush repeatedly with water. If
irritation or any other symptom attnbutable to exposure to thls product per51sts,
consult your physician.”

5. Agency Conclusions: =~

The data submitted in support of this NADA satlsfy the requn'ementsvof sectlon 5 12
of the Federal Food, Drug, and Cosmetic Act and 21 CFR Part S14'of the -

implementing regulations. The data demonstrate that QUES%I' Gel when used under
the labeled conditions of use, is safe and effective for the treatment L
gastrointestinal parasites speclﬁed on ' the product label in horses”and pomes six
months of age and older.

H
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QUEST Gel is labeled for OTC use. “Routine d“ o

15 W i % “ VA“V.I.J

accepted and recommended‘ﬁractxce performed by the lay person A dlagnosm of
parasite infection ; prior to dewomnng is not necessary S o

Under section 512(c)(2)(F)(iii) of the’ Federal Food, Drug, and Cosmetlc Act, this
approval qualifies for THREE years of 1 marketmg exciuswity begmmng on the date of
approval. The three years of marketmg exclusmty apphes only to the addltlon of ‘ §
Coronocyclus labratus to the mdlcatlons for Wh1ch thls sunnfem, 1t is ap 1
decision is based on the fact that new data was requlred for thls approval

According to the Center s supplemental approval pohcy (21 C 5 14 106) thls sa
Category II change. The approval of thlS change is ot expected to have any adverse
effect on the safety or effectlveness of th1s new animal drug Accordmgly, this ﬁ
approval did not requ1re a reevaluatlon of the safety and effectxveness data in the

parent application. A o

Moxidectin is under the follewih;g\/} Us. patent number§ o

U.S. Patent Number =~ Date of Exmratlon

Attachments:

4,916,154 I o ApnllO 2007

Facsimile Labeling is attached as indicated below:
Package insert
Syringe label

Printed outer carton
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74401
NADA 141-087, Approved by FDA

fl?l?l 00176'[

QuUEesr:

moxidectin

TN

2% Equine Oral Gel

Contains 20 mg moxidectin 7ml
{2.0% w/)

DEWORMER & BOTIC]

FOR ORAL USE IN Hﬂgfﬁﬁ‘iﬁﬁfﬁﬁﬁﬁs
SIX MONTHS OF AGE AND OLDER

INDICATIONS
QUEST (moxidectirl) 2% Equifie Oral Gel when admmustered atihe
recommended dese level of 0.4 mg moxidestin/kg (2.2 Ib) body weight
is effective in the tie: t ment and _contrdl of the following stages of
gastrointestinal parasites i in hcrses and pomas .
Large Strongyles: ’
Strongylus vuigaris - (adults anid Lu/Ls artérial stages)
Strongylus edentatus — (adults and tissue stages)
Triodontophord$ bravicauda ~ (adults)
Triodontophorus serratus - {adults)
Small Strongyles (adults)
Cyathostomum spp., mcludmg
Cyathostomum éatinatum
Cyathostomum pateratum
Cyiicosiephanus spp., including
Cyficostephanus calicatus
Cylicostephanus goidi
Cylicostephanus longibursatus
Cylicostaphanus minutus
Cyticocydlus Spp., mcludmg
Cylicocyclus insigne . .
Cylicocyclus leplostornum © L , . NP
Cylicocyclus nassalus ' B S
Coronocyclus spp , mcludlnq
Coronocydlus coronatus
Coronocyclus labiatus
C lus labratiis
Gyalocelphalus capitatus
$malt Strongyles:
Unditferentiated lumenal larvae

[ RPN

R L R 2 ses

* strorigyles (8heysted cyainostomes), it is useful in teducing the frequency
- Avetar
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Ency:ted cyathostoms ‘
Late Ly and Le mucosal cyathostome larvae
‘Aséarids
Parascanis equogum (adpl}s and te larvax stages)
Pinwotins ~ 7 e A
Oxyuns 9qur-— (adults and L4 larva! stages)
Hairworms

bots .
shiilus intestinglis = (2“ and Q'ﬂnnsiars) o
ilusnasa:‘:s (3 instars)

admm tk)n of \he recommented dose rate of QUEST (mondecun)
gza Equine 6ra! Gel also suppresses strongyle egg production lhrough
days.

QUEST is mdncated for use in horses and pomes mciudmg breed%ngy a

of agé ando

marss and s{amons and foals six mont! [

Consult your ve(ennanan Tof assistance in ‘the dnaqnosns. treatment. and
control of parasitism. For best control of parasites, alf horses and ponies
shoutd be included in a strategi¢ treatment program, with particular

attention given 10 high perform animais, brood mares, staflions and
foals! In foals, injti mihended at 6 months of age, aftér
which they should be inc| trent treatment program, Because
QUEST provides effective “controf of the mucosal stages of small

‘of treatment required for successiul straleglc equine parasite control.

i i can asmi!‘m preparing ebesl program [or your needs.
QUEST 2% Eqiire Oral Gel When usad at
suppressas strongyle G proguction through 84 days Tollowing a single
oral adfminisiration. This residuat strongyle control reduces pasture
conamination and provndes a period ol protection Trom reintection for
horses and ponies mmamed on the same paslure ’

S5
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) OUEST 2% Equine’ Gr it Gelacts b by mterfermg with' chiondé channei-

d n the parasite This results in paralysis and
of the para dectm is safe for use in horses and ponies
i ddes not have fhe'Samie injurious effect on the mammatian
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ADMINISTRATION AND DOSAGE ‘
QUEST (moxidectin) 2% Equing Oral G& 1§ “Speciaily rormuialed EX
palatable get which is easay administeréd to horses and pomes
QUEST Gel is packaged in ready-16-ise SURE-DIAL® syfingas {see’
diagram of the SURE-DIAL® syringe below) The syringe is calibrated in
50-pound increments, up to 1150 pounds_This enables the admunustrahon
of the recommended dose level of 0 4 mg ToXidactin/kg body Weight by
choasing 2 setiing consistent vnth”lﬁe animal's weight.

HOW YO SET THE DOSE
Since the dose is based on the waight 6f the animal, Jou need 1 4sed
scale or weight tape 16 find each animal’s weight before tiating with
QUEST Gel. Once the weighlis known, set the dose far each horse or
pony as follows.
Hold the syringe with the cappea’ end Pointing 10 e lef and s Hal Jou"
can see the weight measurements and tick marks (small blagk lines) as
shown in the diagram below Each tick mark relates to 50 Ibs of body
weight
. Turn the green dial ring until the igf} side of the ring | Imes up with the
weight of the animal n the diagrarm below, the dial ring is set io dose a
500 1o. animal. .

-

N

HOW TO GWE QUEST GEL TO A uonse ORPONY "

Make sure thére is no feed in the animal's
Remove the cap from the end of the éyﬁng e fhe
Place the tip of the syringé inside” The animal’s’

between the teath. N
Gently push the pluniger unfi it stops, deposﬁmg the ¢ e
the tongue. !
5 Remove the syringe from the animal’s mgg{lh and faise the animaf's

W

>
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ouesf’ {moxideciing 5 Equiine Oral Gél can bé! sa?aly adiinislered af he
_recommended dose of 0.4 m{g fnoxidactinkg body weight to horses and

* “pofies of alf Breeds al least’® months of age'or oider Transient depression,
ataxia ‘and !ecumbency may be Seen when very young or debilitdted
animals afe lreated. In these instances, supporiive care may be advisable.
Reproﬁuctlve safety studies lemonstrate a wide margin of safety when
the praductis used in the treaiment of estrual and pregnant mares and
breeding stallions.

 “To répon dtlverse dilg Tactohs o fo Sbtai a copy of the Malerial sﬁlety" "
‘Data Sheet (MSDS) call (800}477-1365

Care shoqu be taken to
oxiggitin’ into either ground or !ree~runnmg waldF since’ moxidectin may
be injurious to aquatic ife SURE-DIAL® syringes and their contents should
‘be d:sposed of in anapproved landfill or by incineration.

i PRECAUTIONS T
QUEST 2% Equnne Oral Gel Has Seen tormufatéd specifically for usé in

horses and ponies only This product should not be used In other

animaf’ specigs as ;evere adverse reactions, including fataﬂﬂes o

result.

. WARNINGS

Extreme caution shou!dbeused wﬁen ; ministering the product to
foals, youriy and d may resun in
sedous adverse reactions, DO fiot use in s!d(, delehaled, or underwelght

" animals, Do not use in horses'of ponies lntendeif tor tood.

numn“ws“ﬁmms .
or n humaiis, Keep this and ail dmgs out of the reach ol

childrei, Du not ingest. If swallowed, induce vomiting. Wash hands and

contaminatéd skin with soap and water. if acc'dental contact with eyes

head sfighlly to make sure it §W31|0WS trie occurs, fush fepeatédly with water. if irritation or any other symptom
6. Replace the syringe cap ’ ann'butable e)tposure to thns produc! pers:sls consult your phys:cnan
SURE-DIAL® Syrmge
Syringe Cap Barrel of Syringe N - s SighE T T T T  Binger
Measurements
Y
1t
' 14 ' 0 l 1 N g l
&/ Lett Side of Tck Marks
Gréen D|a1 Rnng '

TREATING A SECOND HORSE OR Porwwrm ﬂis SAME SYRINGE
if the first animal yols treat weighs 16ss lha'n

in tha syringe. You can Use this gel to fréat other t hovsés of' f pories To set
the next dose, add the weight of the animal" you want'{o treat fo the dose
“setting already on the syringe For example il thie syfringe was firSt Used to ~
treat a 250 Ib animal, the green | diaf ring Is set on 250 ths Toreat a
500 Ib_animal néxt, Move the gréén dial ring to the 7507 i
(250+500=750). You need more than one syringe 1o treat horses weighing
more than 1150 1bs
Each syringe of QUEST 2% Equine Oral Gel may be used 1o tréat riore’
than one animal especially when dosing pomes and growing and lighter’
breeds of horses Theé table below will help estimate the number of horses
or ponies the contents of each syringe will freat.

Bonles Light Horses

Treated Treated Treated

Animals Animals Aniimals

Weight {per Weight per | weight {per

Age [(be) (ko) swinge) f(bs) (ko) swinge) [(bR) ika) swinge)
Gmonths {200 (91) 5 [400 (18) 2 550 (250) ~ 2
Smonhs | 250 (113) 4 500 {227) 2 |700 (318 1
Mature {450 (204) 2 %00 (408 1 {1300 (590) -

A full syringe plus a pomon of a second syfinge i§ requ-red 16 treat hotses
weighing more than 1150 1b.

b 1hére will be gel Tef

¥ e - « .. LT i
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HOW suPPLxED

OUEST 2% Equine Oral Get is available in one syringe appiicator si s‘ze T
Each SURE-DIAL® syrifges contains 0.4 oz (11.3 g) of QUEST 2% Equine
Oral Gel which is sufficient 1o tréat a ‘single horse weighing up to 1150 1b,

or two or m‘ore fighter ammats with a combined body weight of up to

150 1.

NDC 0856- 7441{)3 D40z . 39) synnge 20 mg mox:decun per ml.
Stote a%r Heiow 77°F (2B°C). Avoid fraezing 1 frozén, thaw compistely
before tise. Slore pamauyused synnges with thie éap ugmly secured

v P

U.S. Patent fao‘ﬁ.gfe,154
©2004 Fort Dodge Animal Health All Rights Reserved.

YIS

Fort Dodge Animal Health
dge, lowa 50501 USA
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Reviséd ,)anua:y 2004°




QUEST {moxidectin} is eflctiva in the traatmext and control of P’nm*oxymfsm— (adufts and L farval stages) MNGS
Irelolm(mo Stages of gastrontestnial parasites in horses and Ww_(mm L;‘::’mm %‘&mmsmym AND DOSAGE and ] xﬂhr ntoloiu hemans. mms ml all drays uul&;‘m reach of
uwr'e& um-mm slomach worms Haorunema muscae ~ {adults) p . me“ mﬁhw nd w:,m‘"um,m}'mm m”‘d’h oyes
u"lmgns vukgares - (aduits and L/ artenal stages) Horse siomach bots URE-DIALS Syringe repeatedly with water If lmlaaon or any Qthes symptom’
~W¢*"W (ms(m 5306 stages) mmzﬁﬂ:ﬂ'{y(?' ﬁﬂd&'mhﬁ) Srewe Coo Sumiict by —r o anmmhmw fots odumpe YOUr physian. ;
. Frodont
- modonlbphons ssrratus - (adufs) QUEST suppresses strongyle egg prodoction through 84 days Store,al or below T7°F (25%C) Avotd lmarv f frozen, thaw mﬁ
- : followang a single oral adminestration. This residual st control B
< Small Strongries (l"‘“ﬂduang 0 Inclusing 'dmmmw' contamuration nd provdes & penod of Pof"mw from before Lse Stors pam&y-tsed Syonges’ Mmhwmw :
Cyathostomum caumaiurn Cyficocyctus insigie reinfection lor horses and porves mairdaned on the same pasiure US Pateni No 4316154 X -,
. Cyathostomum pateratum gicacydus leplostomum  QUEST 15 avariable 10 the SURE-DIAL? syrings tor accurale and easy Lew e o @ 2004 Fort Dodge Aryevial Health. AR Rights Resarved 3 P
B Cybecostephanus spp including heacyelus nassatus dastng of your amal Qeoen O g i van .
- . Crhcostaphanus cdams Qoronocyius sp0.. includmg With llnevsmE -D1ALe :ymm‘loeﬂycu m‘m lé; izt x;m o lr'w I.XSLI;‘EES‘ ? PRECAS N il
: m ot are niow ready 1o adinisler the ¢xact Amoual of auesrwmmsbmlmuawwmmmm»omsw ’ =
& isbays for effectve parasils control o
. . oomcs uw proust should nol other animal speciss og
v Eyar Camatis lbratus Em 3) mum treats ls. m m :dmo uw gﬂll?‘) Ib‘ o; 'rswg'g advorse rexctions, mMm uumu it dogs, may result, - P
: iocsiphalus T ansimal at weight of up fo <
N " WARNINGS -
- . 2 i mmm Hvae control of Ymmm {or assistance n e dagross, trestment, and fox‘l!r:m uu:zu shot'd be used when administermy lMlmduw
. D ) Encyied cyathostomes Late Ly and L mucosal cyathostome arvae QUEST s s o1 1 s d g e breeding ,.,,,,"“‘,'..,“,:"'D,““'.',. .,..,.,M"".'.u“m’::’ ket Fort Dodge Animal Heaxm
i - Recatlée Parascans equorum - {adults and . larval shages) mares ad statbons and foals six months of age and okdar animals. Do ool ¥5% it horses or ponies intended for food, 4 Fort Dodge, fowa 58501 Ui ,
¥ . B .
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QUEST::.

moxideclin

% Equine Oraf Gel

Contains 20 mg moxidectin/mk (2.0% wiv)
0.4 02 (11.3 gf moxidectii gel

HORSE nE’Wanmen & BOTICIDE ™

NOC 0856744103

ADMISTRATION AND DOSAGE: Each: ey herse
b mmmmnmuﬂ% '%

; cantl ¢
[0 u.mmmudd. abiti
MUMAN WARNINGS: Notlof uie ko bentant., Ky ﬂunlallu”’
rench ol eNdren, Do not ingast ¥ vdbnd
and contamingted skin with sasp and water 1l sceidents) cont eye!
ocenrs, ﬂuw repemﬂly ‘with water mmun;m or'any nmu symptom
Airibuable ew this product persists wmd\you physican

wbmwmwmmmcmnmumdm
n dvgs, Juay tooat.

STOAAGE: Stare 3t of below 77F (259C) Aveit meﬂng Wifores, ihaw

HADA 141087 oprowed y SOR S Patr o 4518 154 ih
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